Introduction
============

Numerous studies inquiring into effective treatment for alcoholism exist. Currently 865 studies on the treatment of alcohol use disorders are listed worldwide on [clinicaltrials.gov](clinicaltrials.gov). Most of these inquiries are attempting to investigate which specific factors, (e.g., therapy modalities, different medication) are more important or helpful. However, what do patients consider as helpful and important? Does the answer to this question have any relevance for the effectiveness of treatments for alcohol use disorder (AUD)?

Findings from neuroimaging studies strongly suggest that subjective mental processes, such as beliefs and expectations, significantly influence human behavior.[@b2-sart-5-2011-027] Kocsis et al[@b3-sart-5-2011-027] for example, found that patients' preferences moderated treatment response in patients with depression. In another study, AUD patients with positive expectations for their future showed a more successful course of treatment.[@b4-sart-5-2011-027] Yet presently it is not common practice to incorporate patient perspectives or preferences into AUD treatment outcome.[@b1-sart-5-2011-027],[@b5-sart-5-2011-027]

Orford et al[@b1-sart-5-2011-027],[@b6-sart-5-2011-027],[@b7-sart-5-2011-027] conducted a qualitative investigation of clients' perspective on change during treatment for AUD. The analyses of the interviews led to the formulation of a model of change including factors that the participants considered important, e.g., family and friends' support, acting differently, thinking differently, etc.

Additionally, there is one common factor whose importance for treatment success is virtually undisputed amongst specialists: the therapeutic alliance.[@b8-sart-5-2011-027]--[@b11-sart-5-2011-027] Therapeutic alliance increases participants continuation in therapy, compliance with therapy procedures, and outcome. A meta-analysis on 79 studies showed a moderate correlation of therapeutic alliance and outcome. [@b12-sart-5-2011-027] The relationship between patient and therapist influences compliance to a great extent.[@b13-sart-5-2011-027] In the treatment of alcohol dependence, the clients' perception of the therapeutic alliance and satisfaction with Medical Management treatment is predictive for drinking outcomes.[@b14-sart-5-2011-027]

A particularly contentious area concerns the relative merits of pharmacotherapy and psychotherapy in the treatment of psychiatric disorders.[@b15-sart-5-2011-027] In depression research psychotherapy and pharmacotherapy did not show strong differences in effect sizes, suggesting that treatment choice should be based on criteria such as contraindications, treatment access, or patient preferences.[@b16-sart-5-2011-027]

Surprising results from the large American study Project COMBINE, where psychotherapy was shown to be less effective than Medical Management with placebo,[@b17-sart-5-2011-027] could well be due to the participants' attitudes towards treatment or what they perceived to be helpful. Participants might have been disappointed not to receive medication, thereby having a negative expectation. Taking pills could potentially function as a positive reinforcement and increase the motivation to stay abstinent.

The present survey wanted to investigate patients' subjective evaluation of treatment quality and therapy satisfaction as well as supportive factors in a multi-centre, double-blind, randomized, stepped-care therapy project for patients with an alcohol dependence. Of specific interest was which therapy elements were perceived as particularly effective and if patients identified any new factors.

Methods
=======

Participants
------------

This explorative survey was conducted with a sequential sample of study participants attending the first follow-up visit three months after the end of the treatment phase within Project PREDICT at the participating study centers in Mannheim, Freiburg, Tuebingen and Regensburg from October 2006 to August 2007. The study was approved by the Institutional Review Boards of the participating study centers and all participants provided written informed consent.

Project PREDICT
---------------

Project PREDICT was a 6-year randomized double-blind and placebo controlled clinical trial in seven German study centers and consisted of two consecutive RCTs in a stepped care model. A total of 427 participants were recruited from inpatient detoxification programs at the respective centers. The treatment phase of step one lasted six months and consisted of biweekly visits following a manualized protocol known as Medical Management (MM) plus pharmacotherapy (acamprosate or naltrexone or placebo) in the first three months.[@b14-sart-5-2011-027],[@b18-sart-5-2011-027] Follow-up visits were scheduled every three months for the duration of a year.

If a patient relapsed within the first year of step one a new 4-month treatment phase was offered in the second step.[@b19-sart-5-2011-027] It consisted of MM plus the same medication as in step one, with one randomly selected group receiving an added manualized cognitive-behavioral intervention, Alcoholism Specific Psychotherapy (ASP).[@b20-sart-5-2011-027],[@b21-sart-5-2011-027] A total of 109 participants were recruited for this step. For an in depth presentation of the rationale and design of Project PREDICT see Mann et al.[@b18-sart-5-2011-027]

Instruments
-----------

Data collection was conducted by means of a semi-structured questionnaire, comprising questions developed by the authors and the Helping Alliance Questionnaire (HAQ) in the German translation by Bassler et al.[@b22-sart-5-2011-027],[@b23-sart-5-2011-027] The latter includes twelve items and measures two subscales 'satisfaction with therapeutic relationship' and 'satisfaction with therapeutic outcome' as well as the global therapeutic outcome. It further contains two questions concerning areas of improvement or deterioration in a free text format.

The part of the questionnaire designed by the authors was developed through a group review process and included three areas of inquiry: subjective assessment of treatment elements (SATE), supportive factors (SUFA), and a free text field as an option for general feedback. SATE factors were derived from the treatment elements MM, study medication and ASP, and were augmented with the global factor 'study participation' as well as the interventions 'self-help group' and 'other unspecified treatments/therapies' (see [Table 1](#t1-sart-5-2011-027){ref-type="table"}). Since it is conceivable that treatment elements could be experienced as hindering or even damaging, the evaluations were to be recorded on a bipolar rating scale. The seven-point Likert-scale was anchored with verbal markers from 'very debilitating/harmful' to 'very effective/supporting'.

The Supportive Factors (SUFA) were based on the categories derived from results of the UKATT study by Orford et al.[@b1-sart-5-2011-027] The categories 'family/friend support', 'thinking differently', 'acting differently', 'seeing the benefits', 'catalyst' and 'down to me' were presented in the form of statements which were to be evaluated on a five-point rating-scale of agreement. A free text field was added, so that further relevant factors could be identified.

The severity of addiction was measured at study inclusion with the German version of the Structural Clinical Interview for DSM III-R (SCID) and the Alcohol Use Disorders Identification Test (AUDIT).[@b24-sart-5-2011-027]

Analysis
--------

In a first analysis the mean, median, and standard deviation of the ratings for the therapy satisfaction of the HAQ scales and the various SUFA and SATE factors were calculated. Furthermore a dropout analysis was conducted to see whether the patient characteristics of patients participating in the survey were different from those who had previously discontinued Project PREDICT.

Non-parametric tests were used based on the assumption that most variables did not have a normal distribution: the Friedman test as analysis of variance and the Wilcoxon rank sum test. A logistic regression analysis for the verification of SUFA and SATE factors as predictors for therapy satisfaction was renounced due to the extremely skewed distribution of the target variable. The number of patients reporting rather low satisfaction was too small to warrant statistical testing.

The qualitative data collected in the free text fields were categorized and coded by two raters in several steps, whereby the categories were derived inductively from the material. In contrast to the usually extensive text material in qualitative designs, only concise textual statements were generated. The analytic summary of contents was based on Mayring's[@b25-sart-5-2011-027] contents analysis, which presupposes a summary of the basic material by means of paraphrasing, generalization, and reduction.

Results
=======

Forty-nine of 51 study participants attending a follow-up visit three months after the 6-month treatment phase completed the survey questionnaires (see [Fig. 1](#f1-sart-5-2011-027){ref-type="fig"}). Sample characteristics are listed in [Table 2](#t2-sart-5-2011-027){ref-type="table"}. AUDIT scores of all subjects were ≥8 (cut-off indicating hazardous and harmful alcohol use), and 83% ranged \>20 (cut-off which warrants further diagnostic evaluation for alcohol dependency).[@b26-sart-5-2011-027] Fifteen patients visited a self-help group, four patients took part in the alcoholism-specific psychotherapy (ASP), and ten patients received some other unspecified external therapy. Free text statements were made in 27 (55%) of the 49 completed questionnaires.

The dropout analysis showed no significant differences between patients attending the first follow-up visit and individuals discontinuing Project PREDICT, except gender (17 women in the responder group vs. five women in the discontinuation group, *P* = 0.015).

Therapy satisfaction
--------------------

Therapy satisfaction according to the HAQ showed the following results: the ratings of the subscale ' satisfaction with therapeutic outcome' on a scale of 1 to 6 resulted in a mean of 5.06 (SD = 0.852) and a median of 5.10 (n = 48). The subscale 'satisfaction with therapeutic relationship' showed a mean of 5.31 (SD = 0.841) and a median of 5.33 (n = 49). [Figure 2](#f2-sart-5-2011-027){ref-type="fig"} shows the rating of 'global therapy outcome'. A large majority (44 out of 49) described the global therapy outcome compared to start of treatment as clearly or greatly improved (mean = 2.37; SD = 0.782).

Free text comments
------------------

In the free text field of the HAQ inquiring into improvement, responses were entered by 26 out of 49 persons (53%). Eight statements were coded as 'self-concept' (e.g., "self-assurance", "self-esteem", "love for myself"). Seven statements were coded as 'global improvement' (e.g., "everything", "altogether happy"). Seven statements were classed as 'social relationship' such as partnership, family and friends relations. 'Body and health' (e.g., "healthier living", "bodily and mental") were mentioned six times, and five participants stated improvements in 'social skills' (e.g., "am able to distance myself better from others", "can stand up for what I want"). Four statements were coded as 'behavior/skills' (e.g., "approved strategies for staying abstinent") and two as 'insight' (e.g., "believe I understand how it could have gone so far") and 'quality of life'. Further statements were categorized as 'job', 'motivation' and 'prospects'.

Two persons wrote responses to the HAQ question asking for areas of deterioration. These were coded as 'relapse' and 'process of change' (e.g., "it is often difficult not to follow old habits and to constantly control oneself, but I am not worse off because of this").

Six participants entered comments in the general feedback free text field. Those were categorized as 'therapy feedback' (e.g., "I could probably not have made it without therapeutic assistance", "I learned a lot in the therapy", "this institution gives me strength!"), 'therapy concept advice' ("I would recommend including biweekly appointments in the therapy program after discharge, so you know where to turn"), and 'burdening factors' (i.e., unemployment).

Subjective Assessment of Treatment Elements (SATE)
--------------------------------------------------

[Table 3](#t3-sart-5-2011-027){ref-type="table"} shows the results of the descriptive and inferential statistics for the subjective assessment of treatment elements (SATE). We observed statistically significant differences between 'pharmacotherapy' and 'Medical Management' as well as 'pharmacotherapy' and 'global study attendance' using the Wilcoxon rank sum test (*P* \< 0.001). Since only four of the patients participating in the survey were randomized to receive psychotherapy in step two of Project Predict, an evaluation of the treatment elements of these participants could not be included.

Supportive Factors (SUFA)
-------------------------

[Table 4](#t4-sart-5-2011-027){ref-type="table"} presents the results for the Supportive Factors (SUFA). A Wilcoxon rank sum test showed that 'catalyst' differed from all other items (*P* \< 0.001): 'catalyst' and 'seeing the benefits' (Z = −4.942), 'catalyst' and 'thinking differently' (Z = −4.911), 'catalyst' and 'acting differently' (Z = −4.666), 'catalyst' and 'family/friend support' (Z = −4.599), 'catalyst' and 'down to me' (Z = −4.044).

Nine subjects entered comments in the free text field asking for any other supportive factors not yet listed. 'Social support' (e.g., "support through employer", "conversation with other patients") was mentioned four times and 'job' (e.g., "new job", "I was able to keep my job") three times. 'Body and health' (e.g., "pregnancy/birth") and 'self-concept' (e.g., "self-assurance") were each mentioned twice, and 'spirituality' once.

Discussion
==========

The principal aim of this survey was to assess the clients' subjective evaluation of the treatment elements and other supportive factors in Project PREDICT utilizing the HAQ (for therapeutic alliance), the SUFA (for supportive factors), and the SATE (for the subjective assessment of treatment elements). The HAQ showed a high satisfaction with the therapeutic relationship and therapeutic outcome. The SUFA confirmed the supportive factors found by Orford et al in the UKATT study.[@b1-sart-5-2011-027] The SATE indicated that patients rated regular contacts in the form of MM and global study attendance as significantly more effective for the success of treatment than medication. These findings about the clients' perceptions match a host of other publications emphasizing the importance of common factors over specific factors.[@b6-sart-5-2011-027],[@b7-sart-5-2011-027],[@b9-sart-5-2011-027],[@b10-sart-5-2011-027]

The HAQ results show that patients who completed treatment and continued in follow-up were highly satisfied with the therapy. The participants regarded the MM interactions as an important positive experience and source of treatment satisfaction. None of the participants chose a negative rating on the bipolar scale for 'global therapy outcome'. Furthermore, participants evaluated the therapeutic relationship within the MM contacts as highly positive. This result fits well with the large body of literature stressing the importance of the therapeutic bond as a major factor in treatment outcome.

The supportive factors like 'thinking differently', 'family and friends support', 'acting differently', 'down to me', 'seeing the benefits' as identified by Orford et al[@b1-sart-5-2011-027] received high approval ratings, except for the factor 'catalyst'. The low approval for 'catalyst' could be due to the German translation of 'catalyst' as 'Schluesselerlebnis', which implies a singular event in the sense of 'crucial experience'. The picture changes when categories based on free text statements are attributed to the category 'catalyst'. Categories like 'job' ("new job", "keeping my job", "job endangered") as well as "my health" and "pregnancy/birth" are pointing to ongoing or prolonged circumstances as motivating triggers for a willingness to change and to undergo therapy. The factors mentioned in the SUFA category 'social support' may be attributed to the UKATT factor 'family/friend support', if this factor was defined more generally to also include the support of employers and fellow patients. No other new factors were identified.

The results of the subjective assessment of the different treatment elements (SATE) indicate that the participants valued the regular low-key interactions provided by MM as an important and effective intervention. One of the most prominent results was that the 13 MM contacts within the treatment period were regarded by the participants as significantly more effective than the pharmacological treatment. Therefore one could reasonably assume that for certain groups of patients a targeted offer of such lowkey contacts is a useful intervention in clinical care, and its efficacy should be examined more closely in further studies. It would seem particularly useful to investigate its possible efficacy in its own right, since MM or clinical management are frequent components of clinical studies.

It should be pointed out that the explorative nature of the survey strongly limits the possibility to generalize the findings. Two additional limitations should be addressed: Even though we had a very high return rate (49 of a possible 51 participants completed the survey) only patients actively participating provided information. Therefore we cannot make any inferences about the opinions of those individuals who discontinued before the 3-month follow up visit.Concerning the study instruments it should be stated that, aside the use of the HAQ, we constructed only face valid questionnaires to evaluate the subjective assessment of treatment elements (SATE) and supportive factors (SUFA). Due to resource restrictions we were not able to establish validity and reliability by the customary validation procedures through standard samples.

In summary, our paper supports other reported findings concerning the presence and importance of common factors in the treatment of AUD. Furthermore, for clinical practice it seems to suggest that even a medication-only therapy of alcohol dependence should always include regular low-key contacts such as MM. The independent efficacy of such low-level contacts based on MM or clinical management should be tested in future research.
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![Context of the present survey within project PREDICT and numerical breakdown of the sample.\
**Note:** \*inclusion criteria: patients actively participating in sequential subsample and showing up for first follow-up visit](sart-5-2011-027f1){#f1-sart-5-2011-027}

![Frequency distribution of rating of global therapy outcome according to the Helping Alliance Questionnaire (HAQ).\
**Notes:** −3 'greatly deteriorated', −2 'clearly deteriorated', −1 ' moderately deteriorated', 0 'no change', 1 'moderately improved', 2 'clearly improved', 3 'greatly improved'; n = 49.](sart-5-2011-027f2){#f2-sart-5-2011-027}

###### 

Questions in the questionnaire.

  --------------------------------------------------- --------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
  **Questions introducing rating-scale evaluation**   

  HAQ                                                 Please evaluate the treatment outcome and relation to your therapist according to the following statements. Please mark the field that fits best to what extent agree or disagree with the statement. Just answer spontaneously, as there are no 'right' or 'wrong' responses.\
                                                      *(Below statements with rating scales)*\
                                                      Global therapy outcome compared to start of treatment:\
                                                      *(Below rating scale)*

  SATE                                                The treatment you received during the last six months consisted of regular conversational contacts every two weeks as well as pharmacotherapy with the study medication. How do you evaluate the particular treatment elements? Please mark the field that fits best how debilitating/harmful or effective/supporting you found the particular treatment element.\
                                                      *(Below treatment elements with rating scales)*

  SUFA                                                Perhaps there are other supportive factors influencing your treatment outcome. How do you evaluate the following supportive factors? Please mark the field that fits best to what extent you agree or disagree with the statement.\
                                                      *(Below statements on supportive factors according to the Orford-study)*

  **Free text field questions**                       

  HAQ                                                 'I feel that I have improved a lot in the following areas':\
                                                      'I feel that I am doing badly in the following areas':

  SUFA                                                Were there any other supportive factors not yet listed? If yes, which ones? Please describe any factor in a separate text field.

  Final comments                                      Is there anything else that you would like to comment on?
  --------------------------------------------------- --------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------

###### 

Baseline characteristics of the study population.

  **Patient characteristics (n = 49)**                   
  ------------------------------------------------------ -------------
  **Demographic characteristics**                        
  Sex; N                                                 
    Male                                                 32
    Female                                               17
  Age; years                                             
    Mean (SD)                                            44.27 (7.9)
  **Problem severity**                                   
  AUDIT                                                  
    Mean (SD)                                            25.9 (6.9)
  SCID[\*](#tfn2-sart-5-2011-027){ref-type="table-fn"}   
    Mean (SD)                                            2.47 (0.5)

**Notes:**

Score range from 1 to 3 (1 = slight; 2 = moderate; 3 = severe).

**Abbreviation:** SD, standard deviation.

###### 

Subjective assessment of treatment elements (SATE) on a scale from −3 ('very debilitating/harmful') to +3 ('very effective/supporting').

                                        **Medical management**                      **Pharmacotherapy**                                 **Global study attendance**
  ------------------------------------- ------------------------------------------- --------------------------------------------------- ------------------------------------------------
  Mean                                  2.64                                        1.15                                                2.49
  SD                                    0.568                                       1.383                                               0.718
  Mean rank                             2.44                                        1.36                                                2.20
  Wilcoxon rank sum test                                                                                                                
                                        **Pharmacotherapy -- Medical management**   **Global study attendance -- Medical management**   **Global study attendance -- Pharmacotherapy**
  Z                                     −5.072                                      −1.807                                              −4.681
  Asymptotic significance (two-sided)   \<0.001                                     0.071                                               \<0.001

**Abbreviation:** SD, standard deviation.

###### 

Rating of supportive factors according to the UKATT-findings by Orford et al[@b1-sart-5-2011-027] on a scale of agreement from 0 ('not at all') to 4 ('absolutely').

      **Supportive factors (SUFA)**                                  **Mean (mean rank)**   **SD**
  --- -------------------------------------------------------------- ---------------------- --------
  1   Seeing the benefits                                            3.36 (4.00)            0.870
  2   Thinking differently                                           3.34 (3.90)            0.731
  3   Acting differently                                             3.23 (3.71)            0.960
  4   Family/friend support                                          3.17 (3.85)            1.167
  5   Down to me                                                     3.04 (3.46)            0.955
  6   catalyst[\*\*\*](#tfn6-sart-5-2011-027){ref-type="table-fn"}   1.66 (2.08)            1.672

**Notes:**

Wilcoxon rank sum test: difference of 'catalyst' to all other items, *P* \< 0.001.

**Abbreviation:** SD, standard deviation.
